
SBED Weekly Update 27-Mar-18

Dear,                   
SBED team is pleased to inform you that                   new FSCA/recalls posted on 
(Please note:  below list of FSCA/ recalls for the period of                                to 
In order to view more details, click the links and for ECRI alerts see the attachments 

49 SFDA website
3/19/2018 3/25/2018

NOTE:
FSCA / Recalls are classified into three categories, representing the potential risk to 
public health:  Class I  : High Risk, Class II : Medium Risk and Class III: Low Risk.
FSN ( Field Safety Notice)  : A communication to customers and/or users sent out by a 
manufacturer or its representative in relation to a Field Safety Corrective Action

Ref: WU1813

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Anaesthetic and respiratory devices

Elongated Adult Non 

Rebreathe Mask

3/25/2018 Well Lead Medical Co 

Ltd

2 https

://nc

N/ANew

TRAGOE comfort 

Tracheostomy Tube

3/19/2018 Tracoe medical GmbH FSN https

://nc

Arabian Trade House 

Est.

New

Assistive products for persons with disability

DLX‐PM75AL‐B LiNX Pow

er Modules (used for Bor

a and Kite  PWCs)

3/19/2018 Invacare Corporation.. FSN https

://nc

mdr.

Nahdi Medical 

Company

New

Diagnostic and therapeutic radiation devices

2 MHZ Waterproof OB 

Probe

3/21/2018 CooperSurgical Inc.. 2 https

://nc

ATTIEH MEDICO LTDNew

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12340
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12302
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12306
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12335


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

ACUSON SC2000 

ultrasound system.

3/19/2018 SIEMENS FSN https

://nc

Siemens Medical 

Solutions

New

Certain MRI systems with 

a metal burst disk

3/20/2018 Philips Healthcare FSN https

://nc

Philips Healthcare 

Saudi Arabia Ltd.

New

DPX-NT, DPX Bravo, DPX 

Duo, DPX-MD, Prodigy, 

Prodigy Advance Systems

3/22/2018 GE Healthcare 2 https

://nc

mdr.

GE HealthcareNew

INFINIX VC-I 

Interventional 

Angiography Systems

3/25/2018 Toshiba Medical 

Systems Corporation

2 Attac

hed

Gulf Medical Co.# Update

Ingenuity TF PET/CT 

System with Addonics 

Mass Storage Device 

(MSD)

3/19/2018 Philips Healthcare 2 https

://nc

mdr.

sfda.

Philips Healthcare 

Saudi Arabia Ltd.

New

Electro mechanical medical devices

	The Infinity® Acute Care 

System and •	Standalone 

Infinity M540 patient 

monitor.

3/20/2018 Draeger Medical 

Systems Inc

FSN https

://nc

mdr.

sfda.

Draeger Arabia Co. Ltd.New

APD Luer-Lock Adapters  

,

3/25/2018 Fresenius Medical Care. 2 Attac

hed

Fresenius Medical Care 

GmbH

# New

ARROWgard Blue PLUS 3/25/2018 Arrow International Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12347Gulf Medical Co.New

ClariVein IC infusion 

catheter

3/25/2018 Vascular Insights, LLC 2 https

://nc

Saudi Sicli CompanyNew

J-Plasma Handpieces     , 3/25/2018 Bovie Medical Corporation 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12346Bio StandardsUpdate

NaturaLyte Liquid Acid 3/19/2018 Fresenius Medical Care. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12314Fresenius Medical Care GmbHNew

Power PORTACATH 3/21/2018 Smiths Medical ASD Inc.. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12329MEDICARE DRUG STORE COMPANYNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12304
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12325
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12337
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12300
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12326
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12347
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12343
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12346
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12314
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12329



[High Priority ] - A30097 01 : Toshiba—INFINIX Fluoroscopic X-Ray Systems: Ceiling Drive Operation May Become Disabled during Examination


[High Priority ] - A30097 01 : Toshiba—INFINIX Fluoroscopic X-Ray Systems: Ceiling Drive Operation
May Become Disabled during Examination
Medical Device Ongoing Action
Published: Wednesday, March 7, 2018
Last Updated: Thursday, March 8, 2018


UMDNS Terms:
•  Radiographic/Fluoroscopic Systems, Angiography/Interventional [16597]


Product Identifier:
[Capital Equipment]


Product Toshiba America Inc
Model Serial No.


Fluoroscopic X-Ray Systems INFX-8000C A1B1552001, A1D1752002, A3A14Z2001,
A4B1472002, A5C1622001, A5C16Y2002,
A5C1622001, A6A1492002, A6B1532003,
A6B1582004, A6B1682005, A6B16X2006,
A6B1742007, A9A1592001, A9B1622002,
A9B1722003, AFA1662001, U6A1472001,
U6C13Y2007, UWB1422001


INFINIX CF-I/BP PLUS Cardiac, INFX-8000V A7B16Y2001, A8A1532001, A8B16Y2002,
A9A16X2004, A9A1542001, A9A1582002,
A9A1662003, A9A16X2004, AAA1492001,
AAA14X2002, AAA1492001, AAA1542003,
AAA1632004, AAA1642005, AAA1692006,
AAA1712007, ABB1627001, ACA1472001,
ACA1492002, ACB1622003, ACB16Y2004,
ACB1622003, UEC1422013, UFD13X2015,
UFD13X2016, UFD1442017, UFD1452018,
UTC14Y2008, UUC13Z2011, UUC1452012,
W4B14Y2023, W4B1622031


INFX-8000F AGA1492002, AGA1552003, AGB1482001,
AGB1682004, AGB1692005, AGB16Z2006,
AGB1482001, AGB1682004, AGB1692005,
AGB1712007, AHA1482001, AHA14Z2002,
AHA1582003, AHA1592004, AHA15Y2005,
AHA1482001, AHA1582003, AHA1592004,
AHA1612006, AHB1662007, AHB1712008,
AHB1712009, UUB13Y2039


INFX-8000H A5B1672001, AFA1692002


Geographic Regions: �(Impact in additional regions has not been identified or ruled out at the time of this posting), Canada, U.S.


Manufacturer(s): Toshiba America Inc1251 Avenue of the Americas Suite 4110, New York, NY 10020, United States


Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Clinical/Biomedical Engineering, Diagnostic Imaging, Facilities/Building
Management


Summary:
�Update Reason: U.S. distribution, new system models. This Alert provides additional information based on FDA's Center for Devices and Radiological
Health (CDRH) source material regarding Alert A30097 . New Information is provided in the Product Identifier and Geographic Regions fields.
Problem:
�In a December 1, 2017, Medical Device Recall Notification letter submitted by an ECRI Institute member hospital, Toshiba states that a device error
may occur in the above systems during examination that causes the ceiling drive operation to become disabled. Toshiba also states that this problem is
caused by the fastening bolts of the driving parts for the ceiling drive becoming loose because of an inadequacy of the work procedure in the
manufacturing factory. The following errors may occur:


● H76: Ceiling long sensor error. Axis operation disabled.
● H77: Ceiling lateral sensor error. Axis operation disabled.


If either of these errors occurs, ceiling drive operation will be impossible. The manufacturer has not confirmed the information provided in the source
material.


Action Needed:
�The following actions are those listed in Alert A30097 . Identify any affected systems in your inventory. If you have affected systems, verify that you
have received the December 1, 2017, Medical Device Recall Notification letter and Product Recall Effectiveness Check form from Toshiba. Your
Toshiba service representative will contact your facility to schedule inspection and repair of the fastening bolt. If this problem occurs before inspection,
you can operate the mechanical movements of the system during an examination by pressing the override switch on the left side of the operation console.
In this scenario, x-ray irradiation is possible. If any abnormalities are found in your operation, discontinue use of the system and contact your service
representative. Complete the Product Recall Effectiveness Check form, and return it to Toshiba.
For Further Information:
Toshiba
Tel.: (800) 677-2671
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Website: Click here


�References:
● United States. Food and Drug Administration. Center for Devices and Radiological Health. Medical Device Recalls. Recall Event ID:


79153. Toshiba American Medical Systems Inc [online]. 2018 Mar 2 [cited 2018 Mar 6]. Available from Internet: Click here .


Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 Mar 6. FDA CDRH Database. Class II. Z-0842-2018; Z-0843/0845-2018 Download
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MMOqalaa
(A30097 01) Toshiba-INFINIX Fluoroscopic X-Ray Systems.pdf




[High Priority ] - A30101 : Fresenius—APD Luer-Lock Adapters: May Leak or Disconnect at the Male Connection Site


[High Priority ] - A30101 : Fresenius—APD Luer-Lock Adapters: May Leak or Disconnect at the Male
Connection Site
Medical Device Ongoing Action
Published: Thursday, March 8, 2018


UMDNS Terms:
•  Fittings/Adapters, Luer [11729]


Product Identifier:
[Consumable]


Product Fresenius Medical Care North America
Product No.


Automated Peritoneal Dialysis (APD) Luer-Lock Adapters 050-95018


Geographic Regions: U.S.


Manufacturer(s): Fresenius Medical Care North America920 Winter St, Waltham, MA 02451-1457, United States


Suggested Distribution: Critical Care, Dialysis/Nephrology, Nursing, Home Care, Materials Management


Problem: In a February 21, 2018, Important Product Notification letter submitted by ECRI Institute member hospitals, Fresenius states that a leak or
disconnection at the male connection site may occur when the above adapters are used with a Baxter Extraneal (Icodextrin) dialysis solution bag. If a leak
occurs, an increased risk of peritonitis may result, potentially leading to the inability to perform adequate peritoneal dialysis, which can be life-
threatening if not treated promptly. Fresenius states that signs and symptoms of peritonitis can include cloudy drain fluid, abdominal pain, and fever.


Action Needed: �Identify any affected product in your inventory and determine whether you have any patients treated with affected product. If you
have affected product and/or affected patients, verify that you have received the February 21, 2018, Important Product Notification letter, Reply Form,
and updated training procedures from Fresenius. Educate patients who use the above adapters on the updated training procedures (see attachment to the 
letter ) to help minimize the risk of leaks and/or disconnection, and review the signs and symptoms and your clinical procedure for peritonitis with these
patients. Fresenius states that it is not requesting product return. Complete the Reply Form, and return it to Fresenius using the information on the form.
 
For Further Information:
Fresenius
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information.  In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert.  In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 Mar 7. Member Hospital. Fresenius letter submitted by ECRI Institute member hospitals (includes reply form). Fresenius reference no.
FA-2017-43_REV A Download


● 2018 Mar 8. Manufacturer. Manufacturer confirmed information
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https://www.fresenius.com/contact

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/169147/20180221FreseniusAPDLuerLockAdapterCLIENT.pdf



MMOqalaa
(A30101) Fresenius-APD Luer-Lock Adapters.pdf



MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

VOLISTA StandOP and 

TRIOP

3/22/2018 MAQUET Inc FSN https

://nc

Gulf Medical Co.New

Hospital hardware

IMRIS ORT100 and 

ORT300 Operating Room 

Tables

3/19/2018 Deerfield Imaging 2 https

://nc

mdr.

Gulf Medical Co.Update

In vitro diagnostic devices

Chemistry Wash1 REF 

10680

3/25/2018 Medica Corporation. 2 https

://nc

AL OSOOL MEDICAL 

TRADING COMPANY

New

HbA1c FS/ one HbA1c IS 3/19/2018DiaSys Diagnostic Systems GmbH. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12308ALGhuyum Scientific TradingNew

HemoCue WBC Diff 

analysers and WBC Diff 

Microcuvettes   .

3/22/2018 HemoCue AB 2 https

://nc

mdr.

Salehiya Trading Est.New

IH-1000. 3/20/2018 Bio-Rad  , FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12321ABDULREHMAN AL GOSAIBI GTBNew

LK043.L.OPT(.A) - Optilite 

Beta-2-microglobulin 

Urine Kit

3/19/2018 The Binding Site FSN https

://nc

mdr.

FAROUK, MAAMOUN 

TAMER & COMPANY

New

RF Latex Reagent 3/21/2018 Stanbio Laboratory, LP 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12328Al Nahir Trading CoNew

Thermo Scientific Remel 

Neisseria meningitidis 

Poly A-D 2mL and 

Neisseria meningitidis 

Group D 2mL.

3/25/2018 Remel Inc. 2 https

://nc

mdr.

sfda.

gov.s

Medical supplies & 

Services Co.Ltd 

Mediserv

New

ZYMUTEST HIA IgGAM 3/21/2018 HYPHEN BioMed 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12334AlKamal Import OfficeNew

Laboratory equipment

MINC Benchtop 

Incubators

3/25/2018 Cook Medical Europe 

Limited

2 Attac

hed

Majal Care for Trading 

Est.

# New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=12336
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12313
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12344
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12308
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12338
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12321
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12303
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12328
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12341
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12334



[High Priority ] - A30149 : Cook—MINC Benchtop Incubators: Temperature of Incubation Chamber Lids May Become Too High or Too Low


[High Priority ] - A30149 : Cook—MINC Benchtop Incubators: Temperature of Incubation Chamber
Lids May Become Too High or Too Low
Medical Device Ongoing Action
Published: Thursday, March 8, 2018


UMDNS Terms:
•  Incubators, Laboratory, Aerobic [15151]


Product Identifier:
[Capital Equipment]


Product Cook Medical
Model Catalog No. Part No. Lot No.


Incubators MINC Benchtop (Mini-Incubator) K-MINC-1000-US G46022 All


MINC Benchtop (Mini-Incubator) K-MINC-1000 G20079 All


Geographic Regions: Albania, Algeria, Argentina, Australia, Austria, Bahrain, Bangladesh, Belarus, Belgium, Bolivia, Brazil, Brunei Darussalam,
Bulgaria, Canada, Chile, China, Colombia, Costa Rica, Croatia, Czech Republic, Dominican Republic, Ecuador, Egypt, El Salvador, Finland, France,
Germany, Greece, Guatemala, Honduras, Hong Kong, Hungary, India, Iran, Iraq, Ireland, Italy, Japan, Jordan, Kazakhstan, Korea, Kuwait, Lebanon,
Malaysia, Mexico, New Caledonia, New Zealand, Nicaragua, Nigeria, Norway, Pakistan, Palestinian Territory, Panama, Peru, Philippines, Poland,
Portugal, Puerto Rico, Qatar, Romania, Russian Federation, Saudi Arabia, Serbia, Singapore, Slovakia, Slovenia, South Africa, Spain, Sri Lanka,
Switzerland, Syrian Arab Republic, Taiwan, Thailand, Turkey, Ukraine, United Arab Emirates, U.K., U.S., Venezuela, Vietnam


Manufacturer(s): Cook Medical 700 Daniels Way, PO Box 489, Bloomington, IN 47402-1608, United States


Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Obstetrics/Gynecology/Labor and Delivery


Problem:
�In a January 16, 2018, Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Cook states that the temperature of the
incubation chamber lids on the above incubators may become too high or too low for proper gamete/embryo incubation because of fatigue failure of the
flat flex lid heater cables.


Action Needed:
Identifyany affected product in your inventory. If you have affectedproduct, verify that you have received the January 16, 2018, Urgent Medical
Device Correction letter and Acknowledgment and Receipt Form from Cook. Regardless of whether you have affected product, complete
the Acknowledgment and Receipt Form and return it to Cook using the information in the letter. Cook will replace the flat flex lid heater cable on
affected product. The firm also states that it will replace the lid heater cables every year during your annual preventive maintenance. A Cook
representative will contact your facility to arrange for service or to reschedule your annual preventive maintenance. Cook recommends that you continue
to perform biannual functionality testing, in accordance with the K-MINC-1000(-US) user manual. Report any adverse events related to use of affected
product to the Cook Medical capital equipment service department by telephone at (855) 207-7214. Inform all relevant personnel at your facility of the
information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. U.S. customers should
report adverse events or product quality problems relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting program by
telephone at (800) 332-1088


; by fax at (800) 332-0178


; by mail (using postage-paid FDA Form 3500, available here ) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787;
or online at the MedWatch website .
For Further Information:
Cook Medical customer relations department
Tel.: (800) 457-4500 or (812) 339-2235
Website: Click here
Comments:


● �This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .


Source(s):


● 2018 Mar 7. Member Hospital. Cook letter submitted by ECRI Institute member hospital (includes reply form) Download
● 2018 Mar 8. Manufacturer. Manufacturer confirmed information
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Non-active implantable devices

 Handles THA (Total Hip 

Arthroplasty)

3/19/2018 Aesculap FSN https

://nc

Gulf Medical Co.New

Apex Knee System 3/21/2018 OMNIlife science 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12331N/ANew

balanSys ligament tensor 3/20/2018 Mathys. FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12322Johnson & Johnson Medical Saudi Arabia LimitedNew

Cannulated Screw System 3/21/2018 Zimmer Biomet, Inc. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12327Isam Economic Co.New

Comprehensive Shoulder 

System

3/19/2018 Zimmer Biomet, Inc. 2 https

://nc

Isam Economic Co.New

JUGGERKNOT 3/19/2018 Zimmer Biomet, Inc. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12315Isam Economic Co.New

LEGION HK FEMORAL 

WEDGE

3/21/2018 Smith & Nephew inc 2 https

://nc

Smith & Nephew incNew

NEXGEN LPSFLEX 

MOBILE AND LPSMOBILE 

BEARING KNEE SYSTEM

3/19/2018 Zimmer Biomet, Inc. 2 https

://nc

mdr.

Isam Economic Co.New

ON-X Prosthetic Heart 

Valve ONXA

3/19/2018 CryoLife, Inc. FSN https

://nc

Almarfa MedicalNew

Pulsar-18, Peripheral self-

expanding Nitinol stent 

system

3/19/2018 BIOTRONIK UK Ltd FSN https

://nc

mdr.

WATEEN MEDICAL CONew

Ringloc CoCr Modular 

Femoral Heads

3/19/2018 Zimmer Biomet, Inc. 2 https

://nc

Isam Economic Co.New

SnapShot" Fixation 

System

3/19/2018 Zimmer Biomet, Inc. 2 https

://nc

Isam Economic Co.New

Vanguard Complete 

Knee System

3/19/2018 Zimmer Biomet, Inc. 2 https

://nc

Isam Economic Co.New

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12311
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12331
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12322
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12327
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12320
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12315
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12330
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12316
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12309
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12310
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12317
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12318
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12319


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Ophthalmic and optical devices

Laser Indirect 

Ophthalmoscope (LIO) .

3/21/2018 IRIDEX Corporation 2 https

://nc

Saudi Services & 

Health Care Co. Ltd.

New

Reusable devices

B5 shape TS1 n25 4% 

L31 Classic sterile

3/20/2018 MICRO-MEGA S.A FSN https

://nc

Cigalah GroupNew

Single-use devices

Alden Soft contact 3/19/2018 Alden Optical 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12312N/ANew

Covidien LigaSure Exact 

Dissector Nano-Coated 

20.6mm-21cm

3/25/2018 Medtronic SA 2 https

://nc

mdr.

Medtronic Saudi ArabiaNew

Custom Dialysis Kit 3/22/2018 Merit Medical Systems, Inc.. 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12339Medical Technology EstablishmentNew

Dermabond " Prineo " 

System

3/25/2018 Ethicon Inc. 2 https

://nc

Johnson & Johnson 

Medical Saudi Arabia 

New

DxTerity Diagnostic 

Catheter

3/19/2018 Medtronic SA FSN https

://nc

Medtronic Saudi ArabiaNew

Infiniti Bracket (Sold as 

part of CIVCO brand 

Biopsy Starter Kits and 

Biopsy Bracket)

3/20/2018 Civco Medical 

Instruments Inc

FSN https

://nc

mdr.

sfda.

Majal Care for Trading 

Est.

New

REPAIR KIT 3/21/2018 Medical Components, Inc 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12332Farabi Trading EstablishmentNew

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12333
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12324
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12312
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=12342
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12339
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12345
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=12305
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=12323
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=12332


MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

SBED is devoted to receive the adverse event report and feedback information about 
any medical devices malfunction from hospitals and healthcare facilities all around KSA, 
studying them and collaborative working with manufacturers, authorized 
representatives and distributors to take the right action and assuring the proper safe 
performance.
To see recent recalls kindly visit the following link:

http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

In case you find an effected medical devices by any of the published FSN/Recalls, we
urges you to contact the local representative and the National Center for Medical
Device Reporting in order to ensure corrective or planed action been implemented.

*      Indicates that medical devices subject to  removal and/ or destroyed action. 

* SBED Team Recommend ensuring The listed Distributors in this report as they may 
differ from the distributors you are dealing with

*     The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI

http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

